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*P" document published prior to the international fifing date but 
later than the priority date claimed 


T" later document published after the international fifing date 
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cited to understand the principle or theory underlying the 
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"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document Is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
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In the art. 
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International application No. 
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International filing date (day/month/year) 

13/06/2000 

(Earliest) Priority Date (day/month/year) 

14/06/1999 

Applicant 

FIDIA S.P.A. 


This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 2 sheets. 

[X] It is also accompanied by a copy of each prior art document cited in this report. 


1. Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 


□ 


the international search was carried out on the basis of a translation of the international application .rnished to this 
Authority (Rule 23.1(b)). 


With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

Q | contained in the international application in written form. 

| | filed together with *'*•-> international application in computer readable form. 

| | furnished subseqiio. *!y to this Authority in written form. 

[ i furnished subsequently to this Authority in computer readble form. 

[ | the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

| | the statement that thr ".formation recorded in c*. ; Alter readable form is identical to the written sequence listing has been 
furnished 

[ | Certain claims were found unsearchable (See Box 1). 
j j Unity of Invention Is lacking (see Box II). 


4. With regard to the title, 

| X | the text is approved as submitted by the applicant. 

| | the text has been established by this Authority to read as foil., ws: 


5. Wfih regard to the abstract, 

[~X~| the text is approved as submitted by the applicant. 

| 1 the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
' — ' within one month from the date of mailing of this international search report, submit comments to this Authority. 

6. The figure of the drawings io be published with the abstract is Figure No. 


[ | as suggested by applicant. [ | None of the figures. 

| | because the applicant failed to suy-, ^t a figure. 

[ ] because this figure better characterizes the invention. 
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"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority ctairn(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

"O" document referring to an oral disclosure, use. exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority daN- Maimed 


"T" later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 
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Date of the actual completion cJ the international search 
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Fax: (+31-70) 340-3016 
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Alvarez Alvarez, C 
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INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 
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MINOJA> Fabrizio 

BIANCHETT! BRACCO MINOJA S.rJ 
Via Rossini, 8 
.20122 Milano 
FTAUE 


PCT 


NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 
(PCT Rule 71.1) 


Applicant's or agent's file reference 
SCB565PCT 


International application No. 
PCT/EPO0/O5383 


Date of mailing 
(dayAnonth/yoar) 


26.07.2001 


IMPORTANT NOTIFICATION 


international filing date (day/montli/year) 
13/06/2000 


Applicant 

F1DIA S.P.A. dial. 


Priority date (aay/rnonth/year) . 
14/06/1999 


1 . The applicarft is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application, 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing- 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the eiected Offices, see Volume II of the 
PCT Applicant's Guide. 


Name and mailing address of the IPEA/ 


European Patent Office 
D-80298 Munich 

Tel. +49 69 2399 - 0 Tx: 523S56 eprnu d 
Fax: +49 89 2399 ^ 4465 


Authorised officer 
Almale Murilfo, j-A 

Tel.+49 £9 2399-S059 
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International application No. 
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run r-UH rrltR ACTION Preliminary Examination Report (Form PCT/IPEA/416) 


International filing date (day/month/year) 
13/06/2000 


International Patent Classification (IPC) or national classification and IPC 
A61K31/37 


Priority date (day/month/ysar) 
14/06/1999 


Applicant 

RDIA S.P.A. et al. 


1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. ing«wioniy 

■ * '. 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.1 6 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of . sheets. 


3. This report contains indications relating to the following items: 

Basis of the report 
Priority 

Nbn^establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial apo 
citations and explanations suporting such statement 
Certain documents cited : ' 

Certain defects in the international application 
El Certain observations on the international application 


I. 

H 

II 

□ 

III 

□ 

IV 

.□ 

V 


VI 

□ 

VM 

□ 

VIII 

El 


Date of submission of the demand 
09/01/2001 


Name and mailing address of the international 
preliminary examining authority: 

European Patent Office 

flfi) D-80296 Munich 

£y Tel. +49 89 2399 - 0 Tx: 523656 eprnu d 
Fax: +4-9 89 2399 - 4465 


Form PCT/IPEA/409 (cover sheet) (January 1994) 


Date of completion of this report 
26.07.2001 


Authorized officer 
Greif, G 

Telephone No. +49 89 2399 8659 
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. Ba is of the report 

[ . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as 'originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70.1 6 and 70*17)): 
Description, pages: 

1-7. as originally filed 

Claims, No.: 

1-6 as Originally filed 

Drawings, sheets: 

.1/3-3/3 as originally filed 


2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: > which is: 

Q the language of a translation furnished for the. purposes. o.Uh a international search (under Rule 23.1 (b)). 
Q the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished .for the .purp.oses.ol international preliminary examination (under Rule 
.55.2 and/or 55-3). . 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application the 
international preliminary examination was.c^iedoiJl^nthe.basis of the sequence, listing: 

□ contained in the international application in written form. 

O filed together with the international application in computer readable form. 
Q furnished subsequently to this Authority in written form. 

□ furnished subsequently, to. this Authority in computer readable- form. 

D The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

O The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of:. . 

□ the description, pages: 
D the claims, Nos.: 
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EXAMINATION REPORT International application No. PCT/EPOO/05 383 

D the drawings, sheets: 

considered to go heyond the disclosure as filed (Rule 70.2(c)) : • 
( ^^ Iaaemeht sheetmn ^' nin 9 such amendments must be referred to under item 1 and annexed to this 

6. Additional observations, if necessary: 


V. Reasoned statement under Article 35(2) with regard to novelty, Inventive step or Industrial aDDlicabilitv 
citations and explanations supporting such statement «"™sxnai applicability, 

1. Statement 


Novelty (N) 

Yes: 

Claims 

2-4 


No: . 

Claims 

1,5-6 

inventive step (IS) 

Yes: 

Claims 

2-4 


No: 

Claims 

1, 5-6 

Industrial applicability (IA) 

Yes: 

Claims 

1-6 


No: 

Claims 



2. Citations and explanations 
see separate sheet 

VIJL Certain observations on the international application 

The foltowing obsenrations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are mada: tfwonwnercrme 
see separate sheet 
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EXAMINATION REPORT -SEPARATE SHEET 

Re Item V 

Reasoned statement under Rule 66.2(a)(H) with regard to novelty, inventive step 
or industrial applicability; citations and explanations supporting such statement 

1. Reference is made to the following documents: 

D1 : US-A-4 349 566 (1 982-09-1 4) cited in the application 
D2: US-A-4 362 741 (1 982-1 2-07) cited in the application 


2. Novelty (Art. 33(2) PCT) 

D1 discloses pharmaceutical compositions containing clorfcromene or a 
pharmaceutically acceptable salt thereof for the treatment of arrhythmia (column 
1, lines 14-37; column 3, line 53 - column 4, line 12; claims 1-6). D2 discloses 
pharmaceutical compositions containing cloricromene or. a pharmaceutically 
acceptable salt thereof for the prevention of platelet aggregation (column 1, irnes 
1 4-47; column 3, line 63 - column 4, line 24; claims 1-6). 
In interpreting claims for determining novelty, non-distinctive characteristics of a 
particular intended use (see claim 1 ) should: be disregarded (Guidelines IV.-7.6). 
Hence, the subject matter of claim 1 discloses nothing more than the composition 
perse. Claim 1, claiming pharmaceutical compositions containing cloricromene 
base or a salt derivative thereof, as well as dependent claims 5 and 6 are 
therefore not novel over D1 and D2. 
2.2. Claims 2-4 are novel with respect to the prior art documents cited in the search 
report. 

3. Inventive Step (Art. 33(3) PCT) 

Claims 2-4 fulfill the requirements of the PCT with respect to inventive step since 
no document cited in the search report gives any indication that cloricromene has 
a cholestering-lowering activity. 

4. Industrial applicability 

For the assessment of the.present claims 1-6 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent. upon the formulation of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
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claims to the use of a compound in medical treatment, but may allow, however, 
claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 


Re Item VIII 

Certain observations on the international application 

Due to their dependence on claim 1 (a composition claim), the category of claims 
5 and 6 (claiming a use) is not clear. 
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ITALY 
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PCT 


NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT 
OR THE DECLARATION 

(PCT Rule 44.1) 


Date of mailing 
( day/month/year) 


22/1 1/2000 


Applicant's or agent's file reference 

SCB565PCT 


FOR FURTHER ACTION 


See paragraphs 1 and 4 below 


O 


International application No. 

PCT/EP 00/05383 


International filing date 
(day/month/year) 


13/06/2000 


Applicant 

FIDIA S.P.A. 


1 • E The a PPl'cant is hereby notified that the International Search Report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the International Application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
International Search Report; however, for more details, see the notes on the accompanying sheet. 

Where? Directly to the International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 
Fascimile No.: (41-22) 740.14.35 

For more detailed Instructions, see the notes on the accompanying sheet 

2. I I The applicant is hereby notified that no International Search Report will be established and that the declaration under 
1 — 1 Article 1 7(2)(a) to that effect is transmitted herewith. 

3. Q With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

I I the protest together with the decision thereon has been transmitted to the International Bureau together with the 
— applicant s request to forward the texts of both the protest and the decision thereon to the designated Offices. 

I I no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Further actlon(s): The applicant is reminded of the following: 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the International Bureau as provided in Rules 90o/s.1 and 90o/s.3 respectively before the 
completion of the technical preparations for international publication. 

Within 19 months from the priority date, a demand for international preliminary examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some Offices even later). 

Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase 
before all designated Offices which have not been elected in the demand or in a later election within 19 months from the 
| priority date or could not be elected because they are not bound by Chapter II 


Name and mailing address of the International Searching Authority 

European Patent Office, P.B. 5818 Patentlaan 2 
NL-2280 HV Rijswijk 

Tel. (+31-70) 340-2040, Tx. 31 651 epo nl, 
Fax: (+31-70) 340-3016 


Authorized officer 

Chantal Meyer 
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o 


TO FORM PCT/ISA/220 


These Notes are intended to give the basic instructions concerning the filing of amendments under article 19. The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those requirements, the latter are applicable For more 
detailed information, see also the PCT Applicant s Guide, a publication of WIPO. 

In these Notes, -Article-, "Rule-, and -Section" refer to theprovisions of the PCT, the PCT Regulations and the PCT 
Administrative Instructions respectively. 


INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, after having received the international search report, one opportunity to amend the claims of the 
international application. It should however be emphasized that, since all parts of the international application (claims 
descnption and drawings) may be amended during the international preliminary examination procedure, there is usuaJly 
no need to file amendments of the claims under Article 19 except where, e.g. the applicant wants the latter to be published 
for the purposes of provision aJ protection or has another reason for amending the claims before international pbulication 
Furthermore, it should be emphasized that provisional protection is available in some States only. 

What parts of the International application may be amended? 

Under Article 1 9, only the claims may be amended. 

During the international phase, the claims may aJso be amended (or further amended) under Article 34 before 
the International Preliminary Examining Authority. The description and drawings may only be amended under 
Article 34 before the International Examining Authority. 

Upon entry into the national phase, ail parts of the international application may be amended under Article 28 
or, where applicable, Article 41 . 


When? 


Within 2 months from the date of transmittal of the international search report or 1 6 months from the priority 
date, whichever time limit expires later. It should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46.1). ^ 


Where not to file the amendments? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been /is filed, see below. 

How? Either by cancelling one or more entire claims, by adding one or more new claims or by amending the text of 

one or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbenng of the other claims is required. In all cases where claims are renumbered they must 
be renumbered consecutively (Administrative Instructions, Section 205(b)). 

The amendments must be made In the language In which the International application is to be published. 

What documents must/may accompany the amendments? 
Letter (Section 205(b)): 

The amendments must be submitted with a letter. 

The letter will not be published with the international application and the amended claims It should not be 
confused with the "Statement under Article 1 9(1)* (see below, under "Statement under Article 19(1)*). 

The tetter must be In English or French, at the choice of the applicant. However, If the language of the 
IsFroro^ l0tt0r mUSt b ° ln Eng,,sh; ,f the ,an g"«l« °' the international application 
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OTES TO FORM PCT/ISA/220 (continued) 


The letter must indicate the differences between the claims as filed and the claims as amended. It must in 
particular, indicate, in connection with each claim appearing in the international application (it being understood 
that identical indications concerning several claims may be grouped) .whether 

(i) the claim is unchanged; 

(it) the claim is cancelled; 

(Hi) the claim is new; 

(iv) the claim replaces one or more claims as filed; 

(v) the claim is the result of the division of a claim as filed. 


The following examples illustrate the manner in which amendments must be explained in the 
accompanying letter: 

1 [Where originally there were 48 claims and after amendment of some claims there are 51V 

"Claims 1 to 29, 31 , 32, 34, 35, 37 to 48 replaced by amended claims bearing the same numbers 
claims 30, 33 and 36 unchanged; new claims 49 to 51 added." 

2. [Where originally there were 15 claims and after amendment of oil claims there are 11 ] 
"Claims 1 to 1 5 replaced by amended claims 1 to 1 1 " 

3. (Where originally there were 1 4 claims and the amendments consist in cancelling some claims and in adding 
new claims]: 

"Claims 1 to 6 and 14 unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added ' or 
•Claims 7 to 13 cancelled; new claims 15, 16 and 17 added; all other claims unchanged." 

4. [Where various kinds of amendments are made): 

"Claims 1-10 unchanged; claims 11 to 13, 18 and 19 cancelled; claims 14, 15 and 1 6 replaced by amended 
claim 14; claim 17 subdivided into amended claims 15, 16 and 17; new claims 20 and 21 added." 


"Statement under article 19(1)" (Rule 46.4) 

The amendments may be accompanied by a statement explaining the amendments and indicating any impact 
that such amendments might have on the description and the drawings (which cannot be amended under 
Article 19(1)). 

The statement will be published with the international application and the amended claims. 
It must be In the language in which the International appplication Is to be published. 

It must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the letter indicating the differences between the claims 
as filed and as amended. It must be filed on a separate sheet and must be identified as such by a heading 
preferably by using the words "Statement under Article 1 9(1 ) • 

It may not contain any disparaging comments on the international search report or the relevance of citations 
contained in that report. Reference to citations, relevant to a given claim, contained in the international search 
report may be made only in connection with an amendment of that claim. 


Consequence if a demand for International preliminary examination has already been filed 

If, at the time of filing any amendments under Article 1 9, a demand for international preliminary examination 
has already been submitted, the applicant must preferably, at the same time of filing the amendments with the 
international Bureau, also file a copy of such amendments with the International Preliminary Examining 
Authority (see Rule 62.2(a), first sentence). 


Consequence with regard to translation of the international application for entry into the national phase 

The applicant's attention is drawn to the fact that, where upon entry into the national phase, a translation of the 
claims as amended under Article 1 9 may have to be furnished to the designated/elected Offices, instead of or 
tn addition to, the translation of the claims as filed. 

further details on the requirements of each designated/elected Office, see Volume II of the PCT Applicant s 
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2011 South Clark Place Room 
CP2/5C24 
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Date of mailing (day/month/year) 
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International application No. 
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Applicant's or agent's file reference 
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International filing date (day/month/year) 
13 June 2000(13.06.00) 

Priority date (day/month/year) 
14 June 1999(14.06.99) 

Applicant 

BEVILACQUA, Carla et al 


1. The designated Office is hereby notified of its election made: 

| X| in the demand filed with the International Preliminary Examining Authority on: 

09 January 2001 (09.01.01) 


f~~J in a notice effecting later election filed with the International Bureau on: 


2. The election | X| was 

j~j was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



Authorized officer 

The International Bureau of WIPO 


34, chemin des Colombettes 

Juan Cruz 

1211 Geneva 20, Switzerland 
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AHminictratix/P Instructions Section 422i 

To: 

MINOJA, Fabrizio 

Bianchetti Bracco Minoja S.r.l. 

Via Rossini, 8 

1-20122 Milan 

ITALIE 

Date of mailing (day/month/year) 

27 October 2001 (27.10.01) 

Applicant's or agent's file reference 
SCB565PCT 

IMPORTANT NOTIFICATION 

International application No. 
PCT/EPOO/05383 

International filing date (day/month/year) 

13 June 2000(13.06.00) 


1. Th 
X 

e following indications appeared on record concerning: 
the applicant [^] the inventor [^] the agent the common representative 

Name and Address 
FIDIAS.P.A. 

Via Ponte del la Fabbrica, 3/A 
1-35031 Abano Terme 
Italy 

State of Nationality 
IT 

State of Residence 
IT 

Telephone No. 

Facsimile No. 

Teleprinter No. 

2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
| | the person X the name j^J the address | | the nationality [^] the residence 

Name and Address 

FIDIA FARMACEUTICI S.P.A. 
Via Ponte della Fabbrica, 3/A 
1-35031 Abano Terme 
Italy 

State of Nationality 
IT 

State of Residence 
IT 

Telephone No. 

Facsimile No. 

Teleprinter No. 

3. Further observations, if necessary: 

4. A copy of this notification has been sent to: 
| X| the receiving Office | | the designated Offices concerned 
| ] the International Searching Authority [x] the elected Offices concerned 
[ ] the International Preliminary Examining Authority | | other: 



Authorized officer 

The International Bureau of WIPO 


34, chemin des Colombettes 

R. Raissi 

1211 Geneva 20, Switzerland 


Facsimile No.: (41-22) 740.14.35 

Telephone No.: (41-22) 338.83.38 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) | 


Applicant's or agent's file reference 
SCB565PCT 


FOR FURTHER ACTION 


See Notification of Transmittal of International 
Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/EP00/05383 


International filing date (day/month/year) 
13/06/2000 


Priority date (day/month/year) 
14/06/1999 


International Patent Classification (IPC) or national classification and IPC 
A61K31/37 


Applicant 

FIDIA S.P.A. et al. 


1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 


3. This report contains indications relating to the following items: 



8 

II 

□ 

III 

□ 

IV 

□ 

V 


VI 

□ 

VII 

□ 

VIII 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 


Date of submission of the demand 
09/01/2001 


Name and mailing address of the international 
preliminary examining authority: 

European Patent Office 

D-80298 Munich 
Tel. +49 89 2399 - 0 Tx: 523656 epmu d 

Fax: +49 89 2399 - 4465 


Date of completion of this report 
26.07.2001 


Authorized officer 
Greif, G 

Telephone No. +49 89 2399 8659 



Form PCT/lPEA/409 (cover sheet) (January 1994) 


INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 


International application No. PCT/E POO/05383 


I. Basis of th r port 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 
Description, pages: 

1-7 as originally filed 

Claims, No.: 

1-6 as originally filed 

Drawings, sheets: 

1/3-3/3 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 
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□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 
considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 


6. Additional observations, if necessary: 


V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 


Novelty (N) 

Yes: 

Claims 

2-4 


No: 

Claims 

1, 5-6 

Inventive step (IS) 

Yes: 

Claims 

2-4 


No: 

Claims 

1, 5-6 

Industrial applicability (IA) 

Yes: 

Claims 

1-6 


No: 

Claims 



2. Citations and explanations 
see separate sheet 


VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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R ItemV 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive st p 
or industrial applicability; citations and explanations supporting such statem nt 

1 . Reference is made to the following documents: 

D1 : US-A-4 349 566 (1982-09-14) cited in the application 
D2: US-A-4 362 741 (1982-12-07) cited in the application 

2. Novelty (Art. 33(2) PCT) 

D1 discloses pharmaceutical compositions containing cloricromene or a 
pharmaceutical^ acceptable salt thereof for the treatment of arrhythmia (column 
1, lines 14-37; column 3, line 53 - column 4, line 12; claims 1-6). D2 discloses 
pharmaceutical compositions containing cloricromene or a pharmaceutical^ 
acceptable salt thereof for the prevention of platelet aggregation (column 1 , lines 
14-47; column 3, line 63 - column 4, line 24; claims 1-6). 

In interpreting claims for determining novelty, non-distinctive characteristics of a 
particular intended use (see claim 1) should be disregarded (Guidelines IV.-7.6). 
Hence, the subject matter of claim 1 discloses nothing more than the composition 
per se. Claim 1, claiming pharmaceutical compositions containing cloricromene 
base or a salt derivative thereof, as well as dependent claims 5 and 6 are 
therefore not novel over D1 and D2. 
2.2. Claims 2-4 are novel with respect to the prior art documents cited in the search 
report. 

3. Inventive Step (Art. 33(3) PCT) 

Claims 2-4 fulfill the requirements of the PCT with respect to inventive step since 
no document cited in the search report gives any indication that cloricromene has 
a cholestering-lowering activity. 

4. Industrial applicability 

For the assessment of the present claims 1-6 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
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claims to the use of a compound in medical treatment, but may allow, however, 
claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 

Re Item VIII 

Certain observations on the international application 

Due to their dependence on claim 1 (a composition claim), the category of claims 
5 and 6 (claiming a use) is not clear. 
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